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DR. ALAN R. WAGNER Private Consultant

Reguiatory Affairs and Technical Services Clinical Investigations
2821 River Park Drive Ph: 614/459-5365
Columbus, Ohio 43220 Fax: 614/459-9875

June 25, 1996

Document Processing Desk (AMENDMENT)
Mr. Robert Travaglini, PM 32 (H7505C)
Office of Pesticide Programs

401 M Street SW

Washington, DC 20460

’ Re: Resubmittance of Revised VIRKON S (EPA No., 62432-1) Master Labeling
in Accordance With Letter of March 7, 1996 From Ms. Ruth Douglas

Dear Mr. Travaglini:

The enclosed three copies of the above described submission is being resubmitied 1o replace the
copies that were hand delivered to the Document Desk on May 22, 1996 and stamped.

In accordance with your telephone request on June 25, 1996 these repiace the copies that have not
been located by your department.

If any further information is necessary, please contact me by phone or fax at the numbers indicated
above.

Sincerely,

. (-La—2. W Q‘Km
Alan R. Wagner, D.V.M., M.§,

Agent for Antec International Ltd.

ARW/mw

VIA CERTIFIED MAIL
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DR. ALAN R. WAGNER ) P/DPL Private Consultant

Regulatory Affairs and Technical Services Clinical Investigations
2821 River Park Drive Ph: 614/453-5965
Columbus, Ohic 43220 Fax: 614/453-9875

May 22, 1996

Mr. Walter C. Francis

Acting Chief

Antimicrobial Branch (APB)
Registration Division (H7505C)

U.S. Environmental Protection Agency
Room 248, Crystal Mall 11

1921 Jefferson Davis Highway

‘ Adington, VA. 22202

Re: Resubmittance of Revised VIRKON S (FPA No. 62432-1) Master Labeling
in Accordance With Letter of March 7. 1996 From Ms. Ruth Douglas

Dear Mr. Francis:

Pursuant to our meeting of May 2, 1996 and discussion/review of our YIRKON § labeling, please
find attached the label revisions prepared in accordance with the letter of March 7th from Ms,
Douglas and as you advised. for your review.

1 do want to thank you for the opportunity to meet with you on May 2, 1996 and your excellent
assistance and advise and the courtesy extended to me. Also, | appreciated being informed of the

memorial service planned for Ms. Douglas and [ will be in attendance.

I hope the resubmittance of the revised labeling will be acceptable and approved.

‘ Sincerely,

Lo . Daa\w

Alan R. Wagner, D.V.M., M.S,
Agent for Antec International Ltd.

ARW/mw

VIA PERSONAL DELIVERY
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BACK PANEL
DILUTION CHART
Quantity of
Final Solution 1% Solution 2% Solution
American
1 galion 1.3 ounces 2.7 ounces
10 gallons 13.4 ounces 26.7 ounces
50 gallons 66.8 ounces 133.5 ounces
Metric
10 liters 100 grams 200 grams
50 liters 500 grams 1000 grams
200 liters 2 kgs 4 kgs
125g 6 oz
100 g 50z The measure cap holds when filled
75g 4 0z level 500 g or 17.5 ounces.
50g 3oz
20z Brim full - contains 200 g or 17 ounces.
1oz

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

DANGER

Powder is corrosive. Causes skin bums and irreversible eye damage. Harmful if swallowed, absorbed
through skin, or inhaled. Do not get in eyes, on skin, or on clothing. Wear protective clothing and rubber
gloves. Avoid breathing dust. Wear goggles, face shield, or safety glasses. Wash thoroughly with soap and
water after handling. Remove contaminated clothing and wash before reuse. Corrosive statement refers to
yowder only not in use solution.

RACTICAL TREATMENT

IF IN EYES: Hold cyelids open and flush with a steady, gentle stream of water for 15 minutes. Get prompt
medical attention.

IF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation persists.

IF INHALED: or symptoms of coughing, choking, or wheezing are troublesome, remove to fresh air and
seek medical attention.
IF SWALLOWED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate medical
attentior
NOTIC. )F PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric lavage.

STORAGE AND DISPOSAL - Store in a cool, dry place in tightly closed container away from children.
Always replace lid after use. Wash empty container thoroughly and dispose in in trash. Do not mix this
product with other chemicals.

. [ XXX}
a0 a
° [ X * L ] ¢
: [ X ] : [ ] : [ ]
ANTEC INTERNATIONAL LTD venen geesse
Windham Read, Chilton Industrial E: ®es’ coss
Sudl Suffelk C010 6XD, England cosee ®eson
Tel: (1787 77305 Telx: 987495 Fax: (1787) 310846 seces’ .
* a®
EPA Reg. No. 62432-1 EPA Est. No. 62432-EN-osee”
o 0089
L ] o o
(1] [ ]
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AMENDMENT
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DR.ALANF WAGNER
Regulatory Affairs and Technical Services

Private Consuitant
Clinical Investigations

2304 Anhinga Drive
Kissimmee, Florida 34743

August 8, 1995

Ms. Ruth G. Douglas (PM32)
. Antimicrobial Program Branch

Registration Division (7505C)

U.S. Environmental Protection Agency

Room 278 Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, Virginia 22202

Subject: VIRKON S (EPA Reg. # 62432-1)
Master Label Update

Dear Ms. Douglas:

Ph: 407/344-9803
Fax: 407/344-9980

Please find enclose: r your review "Application | r Pesticide Amendment” updating our EPA Master

Label for VIRKON o.

In reference to the previous Master Label Amendmer. _ubmitted to you on June 20, 1995, I would
appreciate your review of the enclosed amendment update, Ms. Douglas, which I hope can be attached to

the June 20, 1995 submisson so as to expedite the review and approval process.

The enclosed Master Label Amendment concerns an updated section identifying the use of VIRKON S for
cleaning, sanitizing and disinfecting institutional and food processing and service facilities.

[ do want to thank you for your excellent cooperation, assistance and courtesy extended to me by you and
your staff regarding our EPA regulatory affairs activities. Looking forward to seeing you again soon.

Sincerely, vees
M’W ﬁ - &)“C\g-’\/ l::l:.
AlanR. Wagncr, DAV.M., MS. eesses 0
Agent for Antec Intemnational Ltd. : ° T
ARW/mw *en’ .o-oo.
Enclosures cenes . :.
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‘
DR. ALAN R. WAGNER Private Consultant

Regulatory Affairs and Technical Services Clinical Investigations
2304 Anhinga Drive Ph: 407/344-9803
Kissimmee, Florida 34743 Fax: 407/344-9980

June 200, 1993

Ms. Ruth ;. Douglas (PM32)
Antimicrobial Program Branch
Registration Division ({7305C)

U.S. Environmental Protection Agency
401 M Street S W

. Washington, D.C. 20460

Subject” VirKon S (FPA Reg # 62432-13
Master Label Update

Dear Mx Douglay:

Please find enclosed for yvour review "Apphcation For Pesticide Amendment” updating out EPA Master
Label.

We have responded 1o yvour letter of May 5, 1945 and modified the updated Master Label by identifying the
specific bacteita on the label and revised the name of record of the product as Virkon S by deleting the
Virkon T identification. This revision was sent to you on May 24 1995 1o the atrention of Ms. Mananne
Clatk as requested.

At this point, Ms. Douglas. I would appreciate vour review of the enclosed Master Label Amendment and
updates, hopetully for inclusion or attachment to the previous submussions of  Master Label Amendments
. {June 24, 1994/Fast Track, Apnl 11. 1995 and May 24, 1993) 50 as to expedite your review and approval

In am planning a Washington, D.C trip in the very near future and will contact vou to arrange an
appointment to discuss our regulatory atffairs activity and progress concerning out registration and
reregistration efforts.

Again. Ms. Douglas, thank vou for vour excellent assistance and courtesy extended to me regarding our
regulatory concemns.

Sincerely,
[ A X X J
[ ) o ¢
W ﬂ . Ua‘ﬂw (X .
L J [ F X R XN J
Alan R Wagner. DV M. M S, oo M
Agent for Antec International 1.td e e’ cesess
ePe S ae
. L] L ] L J
ARW/mw e @ --:oo.
L ) (AR X X
“Enclosures N
eeve
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EQUINE BACTERIA

Clostridial diarrhea

Enteric €olibacillosis

Fistulous Withers (‘Poil Ewvil)

Taylorella aquigenitalis

Streptococceus equi (Strangles)
Pseudomonas mallei (Glanders)
Bordetella bronchiseptica

Salmonella ententidis

EQUINE VIRUSES

African Horse Sickness

Equine V-~ Arteritis (Pink Eyc)

Coital Ex___hema

Myeloencephalopathy

Rhinopneumonitis

Equine Infectious Anemia (Swamp Fever)
Equine papillomatosis

Equine Contagious Abortion
Adenovirus Pneumonia
Equine Influenza (The Cough)

Parainfluenza

EQUINE FUNGI

Dermatophytosis (Ringworm) BACTERIA VIRUSES FUNG_I

D ophylosis (Mud Fever) Streptococcus pyogencs Newcastle Discase Aspergillus flavus
an moniliforme Campylobacter pyloridis Infectious Bronchitis

Leukoencephalomalacia
Moldy Comn Poisoning
BOVINE BACTERIA
Listeria monocytogenes
Moraxella bovis
Erystpelothrix rhusiopathiae
Mycobacterium bovis
Haemophilus somnus
BOVINE VIRUSES

Calf rotavirus

Infective Bovine Rhinotracheitis
Bovine Viral Diarthea
Rabies

Bovine Adenovirus Type 4
Pseudorabies

Fo Mouth Disease

B +E FUNGI
Fusarium moniliforme

Escherichia colt

Staphylococcus

Klebsiclla pneumoniae

Salmonella typhimurium
Salmonella choleraesuis
Salmonella enteritidis
Pseudomonas aeruginosa
Staphylococcus aureus

Antec
International

v
(Virkon logo)

VIRKONe S

BROAD SPECTRUM DISINFECTANT

For Use In Cleaning and Disinfecting Industial
Animal and Agricultural Facilitles -

EFFECTIVE AGAINST:

Avian Laryngotracheitis
Avian Influenza
Marek's Disease

Egg Drop Syndrome
Turkey Herpes Virus
Duck Herpes Virus
epidermidis Duck Viral Enteritis

Mycoplasma gallisepticum
Clostridium perfringens
Bordetella avium

ACTIVE INGREDIENTS

Potasslum peroxymonosuliado. .. 20.4%
Sodium ChHord0.umemmmimeassesensrens 1.5%
INERT INGREDIENT S msmcrenrarenens 78.1%
TOTAL it trtsmesar s rmmsnssonesanas 100.0%

Equivalont 10 9.75% Avaitablo Chlofino

KEEP OUT OF REACH OF CHILDREN

DANGER:

Sea Back Panel for Addltlonal Precautlons

11 Ibs (5Kg) Net Weight

ANTEC INTERNATIONAL LTD

Windham Road, Chilton Industrial Estates

Tel:

VIRKON S Is a registered trademark of and manufactured by Antec International Limited

Sudbury Suffolk C010 6XD, E; -*~ - *
(1787) 77305 Telx: 987495 Fax: (. ..., 310846

Infectious Bursal Disease Candida albicans

SWINE BACTERIA
Bordetella bronchiseptica
Pasteurclla multocida

Erysipeiotnnx rnusiopathiae

[ S2p-1AVINT 8 IIIUIIU\;"UBC““
Clostridium perfiingens
SWINE VIRUSES

Hog Cholera

Swine influenza
Transmissible Gastroenteritis
Porcine parvovirus

Rotaviral diarrhea

Vesicular stomatitis

Aspergillus fumigatus Pseudorabics

Porcine Reproductive and
Respiratory Syndrome (PRRS)
Affican Swine Fever

Rabies
SWINE FUNGI
Fusarium moniliforme

L4 soescee
L] e &
o0 [ ] ° [ ]
L L]
L] se esevee
° .
eses oe
° e o
se . [ XXX XY
. L]
. eveee

U.S. PaleniNo. 4822512
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BACK PANEL

DILUTION CHART

VIRKONe S

Quantlty of
inal Solution 1% Solution 2% Solution
Amerlcan
1 gallon 1.3 ounces 2.7 ounces
10 gallons 13.4 ounces 26.7 ounces
§0 gallons 66.8 ounces 133.5 ounces
Metric
10 IRters 100 grams 200 grams
60 Iters 500 grams 1000 grams
200 liters 2kgs 4 kgs
1259 6oz
1009 5oz
759 4 0z
509 Joz

o tor

Brim full - contains
200g or 7 ounces

The measure cap holds when
filed lovel §00g or 17.5 ounces.

For DISINFECTING use a rata of 7.5 gallons/1000 sq. ft.
For CLEANING AND DISINFECTING use a rate of 15 gallons/1000 sq. R.

PRECAUTIONARY STATEMENTS

H D HUMANS AND DOMESTIC ANIMALS

DANGFR

Comros . Causes skin burns and Irreversible eye damage. Harmiul if swallowed, absorbed through skin, or inhaled. Do
not get in eyes, on skin, or on clothing. Wear protective clothing and rubber gloves. Avold breathing dust. Wear goggles,
face shield, or safety alasses. Wash thoroughly with soap and water after handling. Remove contaminated clothing and

gh before reuse

PRACTICAL TREATMENT _
(F_IN EYES: Hold eyslids open and flush with a steady, gentle stream of water for 15 minutes. Get prompt medical
attention.

IF_ ON SKIN: Wash with plenty of soap and water. Get medical attention if lrritation persists.

IF_INHALED or symptoms of coughing, choking, or wheezing are troublesome, remove to fresh air and seek medical
attentlk

IF_ SWL. OWED: Drink promptly a large quantity of water. Avold alcuiol. Get iImmediats medical arention.

NOTICE OF PHYSICIAN: Probable mucosal damage may contralndicate the use of gastric lavage.

(X L X
[ ] e ®
STORAGE AND DISPOSAL - Store in a cool, dry place in tightly closed container away from e . ¢ veenes
children, Always replace lid after use. Wash empty container thoroughly and dispose of in trash. e o e oo
e o [ ]
ANTEC INTERNATIONAL LTD ° ': eee : ::
Windham Read, Chilton Industrial kstates e S veove
Sudbury Suffolk C010 6XD, England . ceted®
Tel: (1787) 77305 Telx: 987495 Fax: (1787) 310846 v e
[ XL X}
EPA Reg. No. 62432-1 A Est. N.Q 6.21 " EN-001
[ X} L ]
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DR. ALAN R. WAGNER Private Consultant

Regulatory Affairs and Technical Services Clinical Investigations
2304 Anhinga Drive Ph: 407/344~9803
Kissimmee, Florida 34743 Fax: 407/344-9980

April 11, 1995

Ms. Ruth G. Douglas (PM32)
Antimicrobial Program Branch
Registration Division (7505C)
U.S. Environmental Protection Agency
401 M Srreet S W

. Washington, D.C 20460

Subject. VirKon S (FPA Reg. ¥ 62432-1)
Dear Ms. Douglas

Pleasc find for vour review “Application For Pesticide Amendment” updating our FPA Master Label,
approval date December 1, 1994.

We have highlighted the modifications on the updated Master Label as vou requested and have submitted S
drafi labels reflecting the modifications.

Again, | wish to thank you for your excellent assistance and courtesy cxtended to me concerning ous
regulatory affairs activities.

Anxious to see vou soon dunng my next visit 10 your agency.

. Sincerely,

O o

Alan R. Wagner, DV.M M S.
Agent for Antec Internationa! Ltd.

I X XK J

ARW/mw . sensee
« » e
Enclosures Jrermee sesase
o @ ....
.l.... [ AN RN ]
[ ] [ ]
[ ) ae0 0

“eves’

s 060

L ] s @

[N ] [ ]

58




59



60



61



62



63



64



65



66



67



68



69



70



71



.
- - N

‘SIDE FANEL
BROAD SPECTRUM DISINFECTANT

VIRKON S is effective against numerous microorganisms affecting animals: viruses, gram positive and gram negative
bacteria, fungi (moids and yeasts), and mycoplasma. Efficacy was determined in the presence of hard water and organic

material.

CONTROLS
Viruses of Newcastle Diseass, infectious Bronchitis, Infectious Bursa! Disease, Laryngotracheitis, and Avian Influenza.

Fungl (molds and yeasts) - Aspergilius flavus and Candida albicans.
Bacteria - Streptococcus pyogenes, Campylobacter plyoridas, Kiebsiella pneumoniae, Escherichia coli, Salmonella

typhimurium, Salmonella choleraesuis, Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis.
Mycoplasma galilisepticum.

DIRECTIONS FOR USE

Federal law prohibits use of this product in a manner inconsistent with its iabeling.
This powder formula is easily diluted for use in manual or machine operations.
VIRKON S is recommended for use in hatcheries, chicken houses, and processing plants.

‘ATCHERIES: VIRKON S at 1% solution is generally suitable for cleaning and disinfecting hatchers, setters, evaporative
coolers, humidifying systems, ceiling fans, chicken houses, transfer trucks, trays, and plastic chick boxes (use 2% solution

for Mycoplasma and Aspergillus flavus).
VIRKON § is recommended for use in fogging (wet misting) operations as an adjunct either preceding or following regutar

cleaning and disinfecting procedures. VIRKON S at 1-2% solution is suitable. Fog (wet mist) until the area is moist using
automatic foggers according to manufacturer's use directions.

BROILER/BREEDER HOUSES: Foilowing removal of chickens, feed, and water troughs, remove manure and litter and
spray floors and side walls with VIRKON S at 1% solution. Thoroughly wash waterers and feeders with a 1% solution of
VIRKON S (use 2% solution for Mycoplasma and Aspergillus flavus). After contact for 10 minutes, rinse with potable water.
Do not use to house poultry or employ equipment until treatment has dried.

FOR AIR SANITIZING: Use VIRKON S at 1-2% solution. Fog the atmosphere until surfaces are moist. Allow at least 2
hours before entering area that has been fogged.

PROCESSING PLANTS: For disinfecting and cleaning walls, ceilings, and floors spray at a dilution of 1%.

v
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DR. ALAN R. WAGNER Private Consultant
Regulatory Affairs and Technical Services Clinical Investigations
2304 Anhinga Drive Ph: 407/344~9803
Kissimmee, Flonda 34743 Fax: 407/344--9380

May 24, 1995

Ms. Ruth G. Douglas (PM32)
Antimicrobial Program Branch
Registration Division (7505C)

U.S. Environmental Protection Agency
401 M Street S.W.

. Washington, D.C. 20460

Attn: Ms., Marianne Clark

Subject: vVvirkon S (EPA Reg # 62432)
Response To Your Letter of May 5, 1995

Dear Ms, Clark:

In accordance with your letter of May 5, 1995 and our telephone
conversation of May 24, 1995, please find enclosed Application

for Pesticide Amendment relating to our submission of June 24,

1994. As stated in your letter,

1. We have revised the proposed claims, identifying the
specific bacteria on our label and

‘ 2. we have the name of record of this product as Virkon S
throughout the text and’'deleted the virkon E identi-
fication.

Incidentally, Ms. Clark, I am concerned that my current address
has not been entered into the EPA computer record since your
letter was directed to my previoir address., Notification of
address change (as indicated aboi_.) was formally submitted.

I do wish to thank you for your assistance on this date and
the courtesy extended to me. I hope to visit with you and
Ms. Douglas on my next visit to Washington and EPA.

Sincerely,

a['tuc/ l(/a_z/ﬂC/ 0. ‘//}7 W‘S “es o0 cvssae
[ ] L J e9

Alan R. Wagner, D.V.M., M.S. N

Agent for Antec International Ltd o Tnlesese”
[ ] *n

ARW/mw sees’

Attachments 75
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200.

200.

200.

200.

201.

201.

201.

201.

201.

Introduction:

Uses:
See attached proposed label dated 7-1-94.
Background Information:

The submission is an application to add additional
uses.

Factors Affecting Amount/Type of Data Required:
None

Data Summary

None

Abstract of Test Reportsa:
None

Brief Description of Tests:
None

Data Summaries

None

Other Summarized Results:

See Recommendations under 202.0.
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DR. ALAN R. WAGNER

Regulatory Affairs and Technical Services Private Counsultation

4302 5.W. 147th Place {305} 553-9017
Miami, Florida 33185

June 24, 1994

Ms. Ruth G. Douglas (PM32)
Antimicrobial Program Branch
Regismtration Division (7504

U.8. Environmental Protection Agency
401 M Street 3.'W,

Washington, D.C. 20460

Subject: Virkon S (EPAReg # 62432)
Dear Ms. Douglas:

Please find "Application For Pesticide Amendment® updating our EPA Approved Master Label that you
discussed with me during our recent meeting in Washington, D.C. on June 14, 1994, We have included on
the Master EPA Approved Label that you presented to me, the swine and equine specie claim
accompanied by printed labels (5 each) identifying efficacy claims for microbial organisms as listed

Also, in conformance with our discussions, we have idertified ANTEC INTERNATIONAL LTD, Windham
Roa: Chilton Industrial Estates, Sudbury Suffolk C010 6XD, England as the besic registrent idertified on
the lmagter EPA Approved Label. This submission does not modify label requirements for DIRECTIONS
FOR USE, PRECAUTIONARY STATEMENTS, OR STORAGE AND DISPOSAL as approved on the
Master EPA Label.

I certainly appreciated the opportunity to meet with you, Ms, Douglas, in my role as Country Agent USA
for Antec International Ltd and to review label submissions and other pertinent Antec data that has been
submitted to your office.

We will be anxious for your review and approval of the label submissions as we discussed, Ms. Douglas,
so the labels can be released for the product package. If you should have any questions regarding the
submigsion please call me at 305/553-9017. Enclosed, as per your request, is a copy of the letter
appointing me as regulatory agent for Antec Intermational Ltd

Again, thank you for your excellent assistance and the courtesy extended to me and I shall be looking
forward to our next meeting

Sincerely, aee O

OLcian, ﬂ.(;)}. Ro

Alan R. Wagner, D.V.M, M.S, .

Manager, Regulatory Affairs °° cessss
Agent for Antec International Ltd o E o . *
ARW/mw : .o : : °
Attachments N
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DR. ALAN R. WAGNER Private Consultant
Regulatory Affairs and Technical Services Clinical Investigations

2304 Anhinga Drive Ph: 407/344-9803
Kissimmee, Florida 34743 Fax; 407/344-3380

February 21, 1995

Ms. Ruth G Douglas (PM32)
Anttmicrobial Program Branch
Registration Diviston (7505C)

U.S Environmental Protection Agency
401 M Street S.W.

Washington. D.C. 20460

Subject: VirKon S and VitKon E (EPA Reg # 62432-1)
. Submittance of Fnal Printed Lalbels
Dear Ms. Douglas’

In accordance with yvour letier of December [, 1994, please find enclosed tinal prinied fabels (5) tor products
identified as VirKon S and VirKon E.

Thank you Ms Douglas for your prompt review of our application and informing us of the acceptability of
the submission. [ also appreciate the assistance and courtesy extended (0 me and [ shall be looking forward

to vul nest meeting in Washington, D.C.

Sincerelv.

Alan R, Wagner, D V.MM S
. Agent for Antec International Lid.

ARW/mw

Enclosures
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DR. ALAN R. \WWVAGNER

Regulatory Affairs and Technical Services Private Counsultation

4302 S.W. 147th Place (305) 553-9017

Miami, Florida 33185

August 29, 1994

M. Ruth G. Douglas (PM32)
Antimicrobial Program Branch
Registration Division (7505C)

U.S Environmental Protection Agency
01 M Street S W

Washington, D € 21400

Subject: Virkon § (LPA Reg 2 02432)
Dear Ms. Douglas

[n accordance with ous recent telephone coversation. please {ind tor your review " Application For Pesticide
Amendment” updating ous EPA Master Label applicanon that was submitted on June 24, 1994, We have
received a nolice from your agency dated Julv 11, 1994 mforming us of receipt of the application of
amendment and that it has passed an administrative screen for completeness. It s also determined at this
time that the application qualilies for fast tract review and the package will be forwarded to you for review
to determine it's acceptability

Also. as we discussed, Ms. Douglas we hope that the attached updated amendment will be joined with the
appheation amendment of Junc 24, 1994 50 as not to delay the review process.

We have highlighted the additions on the updated Master Label as you requested and have submitted S drafl
labels reflecting the moditications

. - . . . .- N [] e
Uhank vou for your exncouragement and assistance in expediting the joining of the two amendments aﬂ(.l: thee
courtesy extended to me during my visits at vowr agency and our telephone conversations 1 shall be lookigg
torward to our next meeting in Washington,

Sincercly sene
Y e o
[ X ] L4

o Qoa—R, wa ‘\M . : .
* ® b

Alan R Wagner. D V.M. M S, eeee
Manager. Reguiatory Attairs 1

- [ I R X}

Agent for Antec Internanional b.1d.
ARW/mw

Altachmients
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PR

DATB: /2~ /O =~ F A

TO: PILE ROOM

DOCUMENT CENTER

PRODUCT MANAGER sz

PAM (RCOM 263)
FROM? FRANCES WRICE
YP GISTRATION .

“\\
FAST - TRACK ACTION (with data/without data) \

. This action has been determined to be a ﬁ—s_;.-track action
by FEPS and must | ' entered in the PRATS using one of the
following codes:

160 - Application for "me-to" registration
170 - Application for registration - old chemical - "Me-
too" with additional use.
300 - Amendment - label revision - administrative (no
data required).
305 - Amendment - label revision - data required does not
need HED/EFED review.
310 - Amendment - added "me-toco" Use - no HED/EFED review
needed.
345 ~ Formula change - no HED/EFED review reguired.
REGULAR 1._J3IL_..AATION (with data/without data)
24C NEW
24C AMENDMENT
RESUBMIBSSION (response to Agency ltr)
PIMAL PRINTED LABELS
OTHER
MEBBAGE:
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RICHARD J. OTTEN

Registration and Regulatory Services

December 3, 1992

Ms. Ruth Douglas

Product Manager, Team 32
Fungicide-Herbicide Branch

Registration Division (H-7505C)

Office of Pesticides and Toxic Substances
U.S. Environmental Protection Agency
Washington, DC 20460

RE: EPA Registration No. 62432-1
VIRKON-S

Dear Ms. Douglas:

Attached please find five copies of two revised texts for the
product cited above.

This product was originally registered by A.H. Robins; EPA Reg. No.
778-91. Several months ago the registration was transferred to the
manufacturer, Antec International, Ltd., by EPA and assigned the
new number shown above.

Other changes included are: cosase
1. Showing Microtec Animal Nutrition as the phimary

distributor for Antec in the U.S. under the Antec, EPA
Registration number, not under a supplemental distrihutor
number. °et

2. Showing the company DURVET as a secondary distrikdsor,
again using Antec's EPA Registration number only. °

3. Minor editorial changes such as inserting the’"?ord
"solution" in several places following percentage ﬁiqyres
and deleting two microbial species which were listed on
the A.H. Robins label.

We will appreciate your review and response as promptly as
possible. As you well know, it takes many months to finalize

5116 Wood Valley Drive, Raleigh, NC 27613 Office (919) 846-7860 Telefax (919) 846-2775
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Ms. Ruth Douglas
December 3, 1992
Page 2

printed labels, package product, etc., and we need to know as soon
as possible that no additional changes will be required by EPA.

Sincerely,

O Loz

Richard J. Otten
U.S. Agent of Record

/
[
Ve

N~

Antec International, Ltd.
‘ RJO/dgm
Enclosures:
1. EPA Form 8570-1 with Antec Label
2. EPA Form 8570-1 with Durvet Label

cc: Antec International, Ltd.
Microtec (G. Myers)

Phoenix Regulatory Associates (C.K. Gund)

(R. Auchincloss)
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.
FRONT PANEL

Durvet

vV
(Virkon logo)

VIRKONe S
BROAD SPECTRUM DISINFECTANT

For Use in Clearing and Disinfecting Industrial
Animal a,.Jd Agricultural Facilities

EFFECTIVE AGAINST:

BACTERIA VIRUSES OF FUNGI
Streptococcus pyogenes Newcastle Disease Aspergillk  lavus
Campylobacter pyloridas Intectious Bronchitis Candida albicans
Klebsiella pneumoniae infectious Bursal Disease

Escherichia coll

Salmonella typhimurium Avian Laryngotracheitls

Salmonella choleraesuis Avian influenza

Pseudor ~as aeruginosa
Staphyl. . _ >cus aureus
Staphyloccoccus epidermidis
Mycoplasma gallisepticum

ACTIVE INGREDIENTS

Potassium peroxymonosuliate.............. 20.4%
Sodium Chloride........ccoecviivnnicccne. 1.5%
INERT INGREDIENTS............ccneeene. 78.1%
TOTAL ..ot 100.0%

Equivalent to 8.75% Available Chlorine

KEEP OUT OF REACH OF CHILDREN
. DANGER:
See Back Panel for Additional Precautions
11 Ibs (5Kg) Net Weight
Agents for Antec: 'E .
MICROTEC Animal Nutrition, Inc.
301 Baybrook Street, Thomasville, GA 31792, phone 912-225.1182

(XX XN X ]
* * w
® L ]
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[ ] *
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(A XXX
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e

VIRKON S is a registered trademark of and manufactured by Antec International Limited U.S. Paladt. bid. 48223122

LR ) *
L 2 *
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SIDE PANEL
'BROAD SPECTRUM DISINFECTANT

VIRKON 8§ is efisctive against numerous microorganisms affecting animals: viruses, gram positive and gram negative
bacteria, fungi (molds and yeasts), and mycoplasma. Efficacy was determined in the presence of hard water and organic
material.

CONTROLS

Fungl (molds and yeasts) - Aspergillus flavus and Candida albizans.

Becterla - Streptococcus pyogenss, Campylobacter pyioridas, Kiebsiella pneumoniae, Escherichia coli, Salmonella
typhimurium, Salmonella choleraesuis, Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis,
Mycoplasma gallisepticum.

DIRECTIONS FOR USE

Federal law prohibits use of this product in a manner inconsistent with its labeling.
This powder formula is easily diluted for vse in manual or machine operations.
VIRKON S is recommended for use in hatcheries, chicken houses, and processing plants.

.HATGHEF[IEE: VIRKON § at 1% solution is generally suitable for cleaning and disinfecting hatchers, setters, evaporative
coolars, humidifying systemns, ceiling fans, chicken houses, transfer trucks, trays, and plastic chick boxes {uss 2% sclution
for Mycoplasma and Aspergllius fiavus).

VIRKON & is recommended for use in fogging {fwet misting) operations as an adjunct either preceding or following regular
eleaning and disinfecting procedures. VIBKON § at 1-2% solution is suitable. Fog {wet rist) untll the area is moist using
automatic foggers according to mamufacturer's use directions.

BEROILER/BREEDER HOUSES: Following removal of chickens, feed, and water troughs, remowe manure and litter and
spray fioors and side walls with VIRKON S at 1%. Thoroughly wash waterers and feeders with a 1% solution of VIRKON
B (use 2% solution for Mycoplasma and Aspergillus flavus). After contact for 10 minutes, rinse with potable water. Do not
use to house poultry or employ equipment until treatment has dried.

FOR AIR SANITIZING: Uses VIRKOM 5 at 1-2% solution. Fog the atmosphere until surfaces are mnist.  Allow at least 2
hotrs before entering arga that has been fogged.

PROCESSING PLANTS: For disinfecting and cleaning walls, ceilings, and floors spray at a dilution of 1%.
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BACK PANEL

DILUTION CHART
Quantity of
Final Solution
American

1 gallon
10 gallons
50 galions
Metric

10 liters

50 liters
200 liters

VIRKON-= S

19% Solution

1.3 ounces
13.4 ounces
66.8 ounces

100 grams
500 grams
2 kgs

2% Solution

2.7 ounces
26.7 ounces
133.5 ounces

200 grams
1000 grams
4 kgs

125g - 60z

100g 50z
759 40z
50g 30z

20z

‘ 10z

Brim full - contains
200g or 7 ounces

The measure cap holds when
filled level 500g or 17.5 ounces.

For DIS'MEECTING use a rate of 7.5 gallons/100( q. ft.
For CLe~NING AND DISINFECTING use a rate o, .5 gallons/1000 sq. ft.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
DANGER

Corrosive. Causes skin burns and irreversible ey~ Jamage. Harmful if swallowed, absorbed through skin, or inhaled. Do
not et in eyes, on skin, or on clothing. Wear prowetive clothing and rubber gloves. Avoid breathing dust. Wear goggles,
fa. _ shield, or safety glasses. Wash thoroughly with soap and water after handling. Remove contaminated clothing and
w=<h hafore reuse.

.PL e . JCAL TREATMENT

IF IN EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. Get prompt medical

attentic -
IF ON oniN: Wash with plenty of soap and water. Get medical attention if irritation persists. Senote
IF_INHALED or symptoms of coughing, choking, or wheezing are troublesome, remove to fresh air*and seek rpegical
attention, E'. e : e
I” "WALLOWED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate medical atiention. ~ essees
NOTMCE OF PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric lavage. . oo
LR X J e®one
® L ]
STORAGE AND DISPOSAL - store in a cool, dry place in tightly closed container. Always replace i after use” W§§h
empty container thoroughly and dispose of in trash. ".- cagres
Manufactured for: :.O.'o 0.0::0
[ N ]
DURVET, Inc. R P
Blue Springs, Missouri 64015 s ten

L. AT } No. 624321 EPA Est. No. 62432 §-001
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Ms. Ruth Douglas
December 3, 1992
Page 2

printed labels, package product, etc., and we need to know as soon
as possible that no additional changes will be required by EPA.

Sincerely,

J .
& G U Ler.
Richard J. Otten

U.S. Agent of Record
Antec International, Ltd4.

‘l" RJO/dgm

Enclosures:
1. EPA Form 8570-1 with Antec Label
2. EPA Form 8570-1 with Durvet Label

cc: Antec International, Ltd. (R. Auchincloss)
Microtec (G. Myers)
Phoenix Regulatory Associates (C.K. Gund)
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One copy of the PPC diagnosis and
........................... 5--r--, are provided for your files.
The PPC has already mailed out the submitter‘’s copies of the

two documents.

0

et

A copy ©f the ©7

This is 2 partizlly acecested/rejected gubmission. Z
diagnosis and uf the annotated bibliography (if applicable) are

. provided fcr ycur files. A second copy is provided for vour use in
corresponding wvith tite cdate cubmitter.
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U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

A.H. ROBINS CO. INC.
P. O. BOX 26609

1405 CUMMINGS DR.
RICHMOND, VA 23261

Report of Analysis for Complia-ce with PR Notice 86-5

Thank you for your transmittal of 11/15/91. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy ° your bibliography is enclosed,
annotated with Maste Record ID’s (MRIDs) assigned to
each document submitted. P~ ease use these numbers in
all future references to t..ese documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.
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U.S. ENVIROM..ENTAL ..JOTECTION AGENCY
Office of Pesticide Programs n 1 NDV1991

A.H. ROBINS CO. INC.
P. 0. BOX 26609

1405 CUMMINGS DR.

RI MOND, VA 23261

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 10/22/91. Our staff

has completed a preliminary analysis of the material. The results are
provided as follows:

We are unable to accept your data submittal for further
processing and review, because of the significant
deficiencies noted below. It is being returned to you
for correction. If defic.encies were found which apply
to your overall submission, they are described
immediately following this paragraph. If problems are
found with individual studies, they are described below
linked to the study identifier found on the enclosed
copy of your bibliography.

Rejected study [01]

You must include the appropriate flagging statement for
this study as speci .ed in 40 CFR 158.34. This
statement must be s ned and dated by an authorized
representative of the company.
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A HL Robins Company

1407 Cummungs Drive

P Q. Box 2H609

Richmond, Virginia 23.261-6609
FAX 1804) 257-2670

Telephoane 18041 257 2000

A-H- ROBINS

A Yo Prissusts Compnstanin Ms. Ruth G. Douglas
) Acting Product Manager (32)
U.S. Environmental Protection
Agency
Antimicrobial Programs Branch
Registration Division (H-7504C)
Washington, DC 20460

October 15, 1991

Re: EPA Registration 778-91
Submission of Product
Chemistry for the Product
VirKon S (Disinfectant)

Dear Ms. Douglas:

VirKon S, EPA Registration No. 778-91, is approved by EPA as a
broad spectrum disinfectart.

"Enclosed, in triplicate, under Guideline No. 63-17, is a Product
Chemlstry _Study. This study was c~iginally submitted on May 31,
1991, and was rejected by EPA as n.: being in the proper format.

The submitter, A. H. Robins Company, 1407 Cummings Drive, P. O.
Box 26609, Richmond, VA 23261-6609, has conducted this study on
VirKon S in addition to what was in the original submission. All
work was done at 25 degrees Centigrade.

Please call me at (804) 25,-2035 if there are any questions.

Sincerely,

metd) & bt

Dondld L. Gilbert, B.S., M.B.A.

Director, Regulatory Affairs
and Product Developpu.t

Special Products, Bivision

t

Enclosures .
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:nis is an sccepted submission. One copy Of the PPC diagnosis and
one of the annotated bibliography are provided for your files.
The PPC has already mailed out the submitter's copies of the

two documents.

-
€ -

A copy of the §

\KJ Y - fubmnission.
2iagnosis aud uf the annotated pibliography (if applicable) are

A second copy is provided for vour use in

provided fcr ycur files.
cuomitter.

corresponding with ¢he cdaza
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DP BARCODE: D165117

CASE: 001751 DATA PACKAGE RECORD DATE: 06/14/91
SUBMISSION: 8397319 BEAN SHEET Page 1 of 1

* * % CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 345 TECH-FORMULA CHANGE AMND
CHEMICALS: 063604 Potassium peroxymonosulfate 20.4000%
013905 Sodium chloride 01.5000%

ID#: 000778-00091 VIRKON S
COMPANY: 000778 A. H. ROBINS COMPANY INC

PRODUCT MANAGER: 32 WALTER FRANCIS 703-557-3964 ROOM: CM2 711-E
PM TEAM REVIEWER: RUTH DOUGLAS 703-557-3842 ROOM: CM2 711G
RECEIVED DATE: 06/04/91 DUE OUT DATE: 09/02/91

* % * DATA }-~CKAGE INFORMATION * =* +*

DP BARCODE: 165117 EXPEDITE: N DATE SENT: 06/14/91 DATE RET.: / /
CHEMICAL: 063604 Potassium peroxymonosulfate
P TYPE: 001 Submission Related Data Package

ADMIN DUE DATE: 07/29/91 CSF: Y LABEL: Y
ASSIGNED TO DATE 1IN DATE OUT
DIV : RD / / / /
BRAN: RSB / / / /
SECT: PCRS / / / /
REVR : / 7/ /7 /
CONTR: / / / /

¥ * * DATA REVIEW INSTRUCTIONS * * *

REVIEW STABILITY DATA.
* % *x ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * #* *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
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Product

24 2eg. No. or File Symobol

Chem is"fry Keview
Rs8

Jacz division Received

Zroduccs Manager No.

?roducs Name

Company Name

‘-00.0 (Yoo = -
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Mirkon.S

BROAD SPECTRUM DISINFECTANT

VIRKON § 15 effective aganst numerous meaarganisms affecting
anmals: VInses, gram positive and gram negative bacteria, fungi
{moids and yeasts), and mycoplasma Efficacy was determined in the
presence of hard water and argarsc matefisl

CONTROLS

Vinuses of - Newcastie Disease, Infectious Bronchitis. Infectious
Bur<al Drsease, Lanyngotracheits, Avian influenza, and Marek's
Drsease.

Fungl (moids and yeasts) - Aspergilius favus, Aspergilius fumigatus,
and Canchada albicans.

Bacteria - Streptococcus pyogenes. Campytobs pyloridias,
Kdebsielia pneumonae, Escherichia coli, Salmoneda typhimunum,
Saimonedia choleraesuis, Pseudomonas seruginosa, Staptaococcus
aureus, Staphylocortus epidenmidls, Mycoplasma gallisepticum.

DIRECTIONS FOR USE
Federal Law prohitits use of thes product N 3 Manner iNncansitent
with Its labeting

Thes powwder formuta it eauly diluted for use in manual or machine
OpeT3Tons.

VIRKON § is recommended for use in hatcheries, chicken houses,
and processing plarits.

HATCHERIES: VIRKON S a3t 1% is gencrally sucable for cleaning and
diunfecting hatchers, setters, evaporathve coolers, humedifymg
systems, cedmyg fans, chicken houses, ramafer tnaks, rays, and
plastic chick boxes {use 2% for Mycoplawna, Aspergilius s, and
Aspergius furmgatus).

BRON.ER/BREEDER HOUSES: Foliovang removal of chickens, feed,
ardg water troughs, remnove manure and Nier and spray floors and
nde walls with VIRKON § at 1% Thoroughly wast " orers and
terders with 3 1% wolution of VIRKON S [use 2% | yeopiauma,
Aspergiiius Ravus, and Aspergifus fumigatus] After contact for 10
minutes, e with potable water. Do not use 1o house poutty of
omploy equipment untll treatment has dried.

PROCESSING PLANTS: For disinfecting and deaning walls, cedings,
and floors spray at 3 dlution of 1%.

Virkon S is recommendeded for
use in fogging (wet misting)
operations as an adjunct either
preceding or following regular
cleaning and disinfecting
procedures. Virkon S at 1-2%
is suitable. Fog (wet mist)
until the area is moist using
automatic foggers according to
manufacturer’s vuse directions.

For air sanitizing: Vvirkon S

at 1-2%; fog the atmcsphecre
until surfaces are moist; allow
at least 2 hours before entering
area that has been fogged.
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. €0 su,e@' 'f& g ‘0)77
e n
H ) % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Mé’: WASHINGTON, D.C. 20460 r

¢ prate”
sgp 4 R
OFFICE OF
) PESTICIDES AND TOXIC
Mr. Richard J, Otten SUBSTANCES

PHOENIX REGULATORY ASSOCIATES, LTD.
21525 Ridgetop Circle, $248
Steding, VA. 22179

Agent for: ANTEC INTERNATIONAL LTD.
Chilton Industrial Estate
Sudbury, Suffolk CQ010 6XD
ENGLAND

Subject: Transfer of Pesticide Registrations From
Company Number 778 to 62432

Dear Mr, Otten:

Pursuant to your request in your letter and transfer agree-

mant ~f e~ Y1 1992 (rec'd 8/18/92), we have approved the
fOllOWi.""‘ vAaNIoFEYyabkiAan Frymaem A O DADTACS AAMARRIY
umber :

The effective date of this change is August 27, 1992.

Common 0ld EPA New EPA
Registered Products Chemical Name Reg, No. Reg. No.

The effective date of issuance of the new EPA registration
number 1s August 27, 1992. You should indicate the new company
designation and new EPA Reg. No. on the labeling at the next
printing, If you intend to use the labels which curren' "y appear
on the transferor's product after the effective date of the
transfer, you must maintain complete and accurate records which
identify by batch number, lot number or other suitable descrip-
tion the quantities of such product bearing the transferor's
label. Each container or package bearing the transferor's label
which is released after the effective date of product registration
transfer, must be clearly and accurately marked with the batch
number, lot number or other descriptive designation used to
identify the product in your records.

i

b

.+ Printed on Recycled Paper
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You are required to contact your local EPA ‘Regional Office
to determine what effect this transfer of pesticide registrations
has on the pesticide production establishment registration.

It will not be necessary to submit labeling for review if
the only changes are in the company designation and the EPA Reg.
No. Other changes in the ~roduct and/or labeling may require
EPA review and approval pr »>r to initiation. 1In any correspon-
dence on these products always refer to the U.S. EPA Reg. No.
listed above.

The transferred registration will have the same status under
the Federal Insecticide, Fungicide and Rodenticide Act, as amended,
7 USC 136 et seq., as they had prior to the approval of this
transfer,

When registrations are trans{ rred from one company to a
second company, all restrictions, data requirements, conditions
(suspensions), and deadlines existing on the registrations are
transferred with the registrations. The new company is responsible
for adhering to or complying with all such restrictions, ete, on
the acquired products.

In regard to deadlines, the transferee company is responsible
for submitting all required data according to the schedules already
established for the acquired products. Failure to do so will
result in the issuance of a Notice of Intent to Suspend. Requests
from transferee companies for additional time to submit because
they acquired the registration(s) after the 3(e¢) (2) (B) request was
issued will not be granted. 1If a transferee company has other
valid reasons for delays in the testing which were clearly outside
of their control, then such requests for time extensions will be
considered in accordance with the established procedures. Transfers
occurring while a 3(c) (2) (B) request is being issued or during the
9¢-day response time are subject to the same conditions expressed
above.

Registration is in no way to be construed as an endorsement
or apptroval of these products by the Agency. In order to protect
health and the environment, the Administrator, on his motion,
may at any time suspend or cancel the registration of a pesticide
in accordance with FIFRA.
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Furthermore, the transfer of the subject registrations is
approved under the condition that the annual maintenance fee
obligation has been fully satisfied. The maintenance fee is
determined based solely on the total number of active sec. 3
and sec. 24(c) registrations held by the transferor. 1If
the annual maintenance fee has not been fully satisfied, the
transferee and transferor will be notified to comply within a
specified time period or the affected registrations may be
cancelled.

By copy of this letter we are informing A.H. ROBINS COMPANY,
INCORPORATED of these changes.

Sincerely,

l : .
- James A. Tompkins
Acting Section Head for
Administrative Processing Section
Registration Support Branch
Registration Division (H7585C)

cc: A.H. ROBINS COMPANY, INCORPORATED
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TO PRODUCT MANAGER 2 U 2
e Y e A mas

FAST - TRACK ACTION

This action has been determined to be a fast-track action
by the feps and gust be entered in the OLTS using one of
the following codes:

160 - Application for "me-too" registration

170 - Application for registration - old chemical - "Me-too"
with additional use.

300 - Amendment - label revision - administrative (no data
required) .

305 - Amendment - label revision - lata required does not
need HED/EFED review.

310 - Amendment - added "me-too"™ Use - no HED/EFED review needed.

345 - Formula change - no HED/EFED review required.
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LJuawieal) [enuapiuod 0] pafiiIua ag Aew uonewiojul Juaipalbul Jau|,
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*Inert ingredient and product ingredient source information may be
entitled to confidential treatment*
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Pages 199-201 - *Inert ingredient and product ingredient source information
may be entitled to confidential treatment*



Record Number o3 < 5’//%
Reference Number ’f
Input Date

CODING FORM FOR APPLICATION: OR REGISTRATION/AMENDMENTS

15

- - - . I.D,
File Symbol/Reg. No. 7 7 8 11 M 2 L | Action Code
|10| Descriptor (Amend/Resul sions only) 4138210} (Spii+ Re”""'«“))

I5_| Intrastate Call-in /_ ' (Y) Yes |IS| Child-resistant ,/ /(C) Certification

Packaging
/X (N} No /__/(S) Service Person
|Z0{ Registration Type: /7 (R) Non-residential
_ . Use Only
/ _/ (1) Conditional /3¢ (2) Unconditional

— . / >/ (N) Not-applicable
|25 proposed Classificatior [30| Final Classification:

/_/ (R) Restricted /7 (R) Restricted

/7 (G) General S/ (N) Not Classified

I35| Date on Application: 04| EPA Received Date: [40| Date Received by PM
TOI lduifJ 10 —TOU]’IO‘Iqul 70104 thol

|80] Method of Support:

/7 (1) Cite-all (6) Owner Submission

/X7 (4) Mot Applicable 7 (7) Total Submission

e

/7 (5) Not Sutmitted  /_/ (8) Selective Method

(AN

oo DUE DATE RESPONSE ~ RESPONSE

Reviewers Requested: st DATE RETURNED QODE DATE

RD

M

PL

C a-21-90|4-4-2° |2-28-70 W

@ q G o &-as-Egmu,
|108| status:
I15| FINAL Respons |TZ0| Response ’ ’
1] ACTION Code _ Ole’ln'glqﬁo

75-DAY RESPONSE DUE DATE: / /(Y] Yes /74/““ No
202
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ONFIRMATORY DATA

EFFICACY EVALUT!: AND TECHNICAL MANAGEMENT SECTION

Anti crobial Program Branch

In 01-..-90 Oout 02-27-90
EPA Reg. No. or File Syn 778-91
Product Name VIRKON-S
Company Name A. H. Robins Company, Inc.
Submigssion Purpose Conf atory Data for change in coloring agent
Date Application Receive 02-21-90
Active Ingredients 3
Potassium peroxymonosulf e e e e s e e e s e e a e e e . 20.4%
Sodium Chloride .. . e e e e 4 e s & s s 4 a4 4 4 4 & l.5%
Data Accession No. or I¢ ification No. 413821-01 Product Manager No.31
Recommendations:
Confirmatory data were s.__._.itted to support efficacy claims indicated
on the specimen prototype *1bel ( ) the subject
product as:
hospital disinf :tant
X general disinfe .ant
sanitizer for f_od contact surfaces
(1) .he data are acceptab X
(2) The data are not accepc.able See explanation below.
Labeling

a. Nc adverse comments.

Gmmilys. ThAAUL

Reviewed by Emily H. mitchell Date 02-27yx20
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Pages 213-225 - *Access to FIFRA health and safety data is restricted
under FIFRA section 10(g)*
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If on skin:

BACK PANEL (continucd)

ore in a cool, dry place in tightly closed container.

Storage and Disposal -
Wash empty container thoroughly and dispose of in

Always replace lid after ise.

trash,

PRECAUTIONARY STATEMENTS
Hazards To Humans and Domestic Animals - Corrosive. Cecoses skin burns and
irreversible eye damage. Harm{ful if swallowed, absorb._ through skin, or
inhaled. Do not get in eyes, on skin, or on clothing. Wear protecting clothing
and ruhber gloves. Avoid breathing dust. Wear goggles, face shield, or safety
glasses. Wash thoroughly with soap and water after handling. Remove

contaminated clothing and wash before reuse.

Practical Treatment

If in eyes: Hold eyelids o,.... and flush with a stea _ gentle stream of water

for 15 minutes. Get prompt medical attention.
Get medical attention if

Wash with pl and water.

irritation persists.

ty of soap

If inhaled or symptoms of coughing, choking, or wheezing are troublesome, remove

to fresh air and seek medical attention.

If swallowed: Drink promptly a large quantity of water. Avoid alcohol.

Notice to Physician: Probable mucosal damage may contraindicate the use of

gastric lavage.

Manufactured for EPA Reg. No. 778-
Agri~Bio Corporation
966 Dorsey Street EPA Est. No.
Gainesville, Georgia 30501
U.S.A. s ee
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BACK PANEL
VIRKON-S Broad Spectrum Disinfectant

VIRKON-S is effective against numerous microorganisms affecting animals:
viruses, gram positive and gram negative bacteria, fungi (molds and yeasts),
and mycoplasma. Efficacy was determined in the presence of hard water and
organic material.

Controls:

Viruses of - Newcastle Disease, Infectious Bronchitis, Infectious Brusal
Disease, laryngotracheitis, Avian Influenza, and Merek’s Disease

Fungi (molds and yeasts) - Aspergillus flavus, Aspergillus fumigatus, and
Candida Albicans

Bacteria - Streptococcus pyogenes, Campylobacter pyloridas, Klebsiella
pneuncniae, Escherichia coli, Salmonella typhimurium, Sallmonella
choleraesuis, Pseudaomonas aeruginosa, Staphylococcus aureus,
Staphylococcus epidermidis, Mycoplasma gallisepticum

DIRECTIONS FOR USE

Federal law prohibits use of this product in a manner inconsistant with its
labeling.

This powder formula is easily diluted for use in manual or machine operations.

VIRKON S is recommended for use in hatcheries, chicken houses, and processing
plants,

HATCHERTES: VIRKON_S at 1% is gene..lly suitable for cleaning and disinfecting
hatchers, setters, evaporative coolers, humidifying systems, ceiling fans,
chicken houses, transfer trucks, trays, and plastic chick boxes (use 2% for

‘Mycoplasma,Aspergillus flavus, and Aspergillus fumigatus).

BROITLFR/BREFEDER HOUSES: Following removal of chickens, feed, and feed water
troughs, remove manure and litter and spray floors and side walls with VIRKON S
at 1%. Throughly wash waterers and feeders with a 1% solution of VIRKON S.

(use 2% for Mycoplasma, Aspergillus flavus, and Aspergillus fumigatus).

After contact for 10 minutes, rinse with potable water. Do not use to house
poultry or employ equipment until treatient has dried.

PROCESSING PLANTS: For disinfecting and cleaning walls, ceilings, and floors
spray at a dilution of 1%.

DIIUTION CHART

Quanity of
- Final Solution 1% 2%
1 :1llon 1.3 ounces 2.7 ounces
10 “lons 13.4 ounces 26.7 ounces
50 gallons 66.8 ounces 133.5 mces

For DISINFECTING use a re¢ : of 7.5 callons /1000 sq. ft.
For CLEANING AND DISINFECTING use a _..ze of 15 gallons /1000 sq. ft.
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Title

Product Chemstry Data for
VirKon-S and its Active Ingredients

Data Requirements

Guideline 158.120

Author

A. H. Robins Company

Study Completed On

March 15, 1989

Performing Jaboratory

A. H. Robins Company
1211 Sherwood Avenue
Richmond, VA 23261-6609

lLaboratory Project

Product Data for VirKon=S

A Y S N
-~ /
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pDermal Sensiti.ation

CFR. 81.6

“eport Date: 01-26-89

MRID No. 41-n5-74

Method of Testing:

C*R Y¥1-6

Spec1e f_ Gui nea pigs

. Jose: N e a
Challenge dose: o.5

ml
Areas: in the back
No. of animals used:__,
Material:

PROCEDURE

Observation days:after challenge

Challenge application day: 2 weeks after
occluded patch

Via:

= "=——The animals were treated with the material in previously clipped

areas of the back for two weeks , after a rest period of

two other weeks a challenge &

were performed .

‘ Results:

Erythema : None

» was applied . Ohservation for responses

Edema: wyane

L.nclusions: The product

( re Minimum

i3

dermal sensitizer

data

T ity Category:

N/a
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BACK PANEL
VIRKON-S Broad Spectrum Disinfectant

VIRKON-S is effective against numerous microorganisms affecting animals:
viruses, gram positive and gram negative bacteria, fungi (molds and yeasts),
and mycoplasma. Efficacy was determined in the presence of hard water and
organic material.

Controls:

Viruses of - Newcastle Disease, Infectious Bronchitis, Infectious Brusal
Disease, laryngotracheitis, Avian Influenza, and Merek’s Disease

Fungi (molds and yeasts) - Aspergillus flavus, Aspergillus fumigatus, and
Candida Albicans

Bacteria - Streptococcus pyogenes, Campylcbacter pyloridas, Klebsiella
pneumoniae, Escherichia coli, Salmonella typhimurium, Sallmonella
choleraesuis, Pseudomonas aeruginosa, Staphylococcus aureus,
Staphylococous epidermidis, Mycoplasma gallisepticum

DIRECTIONS FOR USE

Federal law prohibits use of this product in a manner inconsistant with its
labeling.

This powder formila is easily diluted for use in marmual or machine operations.

VIRKON_S is recommended for use in hatcheries, chicken houses, and processing
plants.

HATCHERIES: VIRKON S at 1% is generally suitable for cleaning and disinfecting
hatchers,setters, evaporative coolers, humidifying systems, ceiling fans,
chicken houses, transfer trucks, trays, and plastic chick boxes (use 2% for
‘Mycoplasma,Aspergillus flavus, and Aspergillus fumigatus).

BROILER/BREEDER HOUSES: Following removal of chickens, feed, and feed water
troughs, remove manure and litter and spray floors and side walls with VIRKON S
at 1%. Throughly wash waterers and feeders with a 1% solution of VIRKON_S.

(use 2% for Mycoplasma, Aspcrgillus flavus, and Aspergillus fumigatus).

After contact for 10 minutes, rinse with potable water. Do not use to house
poultry or employ equipment until treatment has dried.

PROCESSING PLANTS: For disinfecting and cleaning walls, ceilings, and floors
spray at a dilution of 1%.

DITUTION CHART

Quanity of

Final Solution 1% 2%
1 gallon 1.3 ounces 2.7 ounces
10 gallons 13.4 ounces 26.7 ounces
50 gallons 66.8 ounces 133.5 ounces

For DISINFECTING use a rate of 7.5 gallons /1000 sq. ft.
For CLEANING AND DISINFECTING use a rate of 15 gallons /1000 sg. ft.
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U. S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

A.H. ROBINS CO. INC.

P. O. BOX 26609

1405 CUMMINGS DR.
RICHMOND, VA 23261

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 04/07/89. Our staff has completed
a preliminary analysis of the material. The results are provided as follows.

Your submittal was found to be substantially in compliance with
the standards for submission of data contained in PR Notice 86-5, with
the exception(s) noted below. A copy of your bibliography is enciosed,
annotated with the Master Record 1D's (MRIDs) assigned to each docu-
ment submitted. Piease use these numbers in all future references to
these documents, and correct the noted exception(s) in future data
submittals. [f deficiencies were found which apply to your overall
submission, they are described following this paragraph. If the defic-
iencies apply to specific studies, they are listed below following
the applicable identification number or MRID. Thank you for your
cooperation.

Any document which has been assigned a MRID has been accepted
under PR Notice 86-5. If any comments related to a MRID appear on
this report, they are provided for your information and reference
when preparing future submissions.

If you have any questions concerning this data submission, please
raise them with the cognizant Product Managsr, to whom the data have
been reieased.

MRID 41057401

The Good Laboratory Practice Statement should appear on page
3 of the study. See page 17 of PR Notice 86-5.

The statement of data confidentiality claims must appear on
page 2 of each study. See pages 6 and 17 of PR Notice 86-5.
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. A H Rabins Cormpar s
410574 _m 1307 Cumnungs Deve
i 0). Box tebtw
Richmond, Vinginig 232615004
Cable Robinco/ TWYX 1045060001
Telophione (B4} 295 Mo

A.H-RDB] NS Mr. Jetf KemplLor
Product Manager (32)
U.S. ENVIRONMENTAL PROTECTION
AGFNCY
Insecticide-Rodenticide Branch
1921 Jefferson Davis twy.
Arlington, YA 20202

March 30, 1989

RE: Submission of Application for Registration of New Product
VirKon—SR

Dear Mr. Edwards:

The A. H. Robins Company is submitting application for registration of
the above named product. In accordance with applicable regulations, the
following documentation s enclosed fulfilling the informational

requirements for such registration.

1) EPA Form 8570-1; Application for Registration

2) Five (5) copies oi proposed labeling

3) list of Registration Data Requirements

4) EPA Form 8570-28; Certification with Respect to Citation of
Data

5) EPA Form 8570-4; Confidential Statement of Formula

6) Required Data: Product Chemistry, Acute Toxicology, Efficacy

Studies of the product's effectiveness against several of the claimed

microbes have not been submitted.  Submission was understood to ha..
unnecessary as the agents were considered to not be humzr--pathogens
(statement enclosed). Lo .

“esqesa

For your information, we have also included a section: ftom the

manufacturers manual explalnlng the chemistry and possible thhod .
action for the product. 2 .

Respectfully Submitted, o’
/

oy

H. Wayne Moran

Manager, Regulatory Affairs
Pet Care Products R&

Office of Veterinary Medicine
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TRANSMITTAL DOCUMENT

Submitter Transmittal Date
A. H. Robins Co. March 30, 1989

1405 Cummings Drive
Richmond, VA 23261-6609

Regulatory Action Supporting

Registration, VirKon-$
EPA Reg. No. 778-OC

List of Submitted Studies

1. Product Chemistry Data for VirKon-S and its active ingredients. Unpublished
report submitted by A. H. Robins Co., Richmond, VA

MRTD#

2. Gabriel, David - (1988) A. H. Robins Disinfectant, Lot No. 02809160, Acute Oral
Toxicity, LD50, AHR 88-197, unpublished report prepared by Biosearch, Inc.,
Philadelphia, PA, 19 pp.

MRID#

3. Gabriel, David - (1988) A. . Robins Disinfectant, Lot No. 02809160, Acute Dermal
Toxicity, LD50, AHR 88-199, unpublished report prepared by Biosearch, Inc.,
Philadelphia, PA, 8 pp.

MRID# .
4.  Hershman, Richard J. - (1988) VirKon-S, A. H. Roblns-Dlslnfectant Lot No.
02809160, Acute Inhalation Toxicity, Single Level AHR 88-198 qQDUbllshed report by
Blosearch Philadelphia, PA, 21 pp. . . . e

MRID# _

5. Moc , Céorge E. (1988) VirKon-S, A. H. Robins Disinfectant (Supp11e69 ° Lot No.
02809160, Primary Eye Irritation, AHR 88-195, unpublished report by Biosearch, Inc.
Phlladelphla PA, 11 pp.

MRID#
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TRANSMITTAL DOCUMENT (cont'd)

Transmittal Official

H. Wayne Moran ) ) o
Manager, Regulatory Atfairs, Pet Care Products R&D, Office of Veterinary Medicine,
A. H. Robins Co.

Phone

%/% e /4/:}1&_\\7 804-257-2049
Signdture ™
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*Manufacturing process information may b

e entitled to confidential treatment*
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* Appendix II

* Photocopies attached.
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T R Auchincloss, BSe¢, C Chem, FRSC

Chairman

;TRK}SAM/17.7.87/8184
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APPENDIX T

140 J. . TROEMAN

Turning to the Food Industry, the B.DALA. is currently working
to develop an approval schedule on the lines of that used in tho Milk
and Dairies Industry. The Chief Medical Officer of the Ministry of
Health, reporting ‘on the State of the public health in England and
Wales for the year 19677, includes a seetion on the use of detergents and
sterilants in food premises. This states that_‘ehlorine and hypoehlorites
are among the best stervilants available for the food industry provided
they ave properly used .. (p. 153).

When the first men to =et foot on the moon returned to carth at the
successful conclusion of the Apollo 11 mission (24-7-64), an iodophor
and a hypochlorite solution were ehosen as two of the disinfectants for
use in the deco  1mination process to kill possible agents of infeetion
which might have been brought back {rom the moon.

. CHEMICAL REACTIVITY

The common halogens as a group, comprising fluorine, chlorine,
bromine and iodine are characterized by their extreme reactivity which
is zenerally of an oxidizing nature. Fluorine is one of the most reactive
of all the clements, and is wueh too veactive in terms of toxicity,
irritancy and corrosiveness to be used in any disinfectant applications.

Active bromine compounds are normally also too toxic and irritant
for wide use, although there are some bromine compounds which have
applications in halogen mixtures {p. 164). The rapid germicidal power
of the halogens is undoubtedly due to the high oxidizing reactivity Ly
which the activity of all cellular proteins is destroyed. The active
entity is either the free halogen or hvpohalous acid. These two form an
equilibriam which is dependent on pll.

_ OH-~
N, + HOH = HON = 0X- ; IO} (1)
4 Hr

H+X-
(where X is o halogen atom)

lodine when used as a disinfectant in iodophous (p. 174) is normally
present under acid conditions, il it is the free jodine which is active
loosely complexed with nonionic surface active agents). In the case
of e¢hlorine, the sulution would be unstable under acid conditions and
chlovine gas would he libevaded. For this reason hiquid hypochlorites
are normally furmulated on the alkaline side of neutrality.

O1-
Cly = 1O = HTOCH == 001~ - 10N 2)
' He (]

) -
'
."‘

JE. THE HALOGENS 141

1 is generally agreed (Sykes, 1965), that windissociated hypochlorous
acid, HOCH, is the important geemicidally active species, and thisisinline
with the improvement in germicidad activity with reduced iU (p. 150).

Relerring to t§e cquilibrinag depieted dn equation 2, . en (1950}
cuotid lgures sifpbinte 09-755 wikdigegeinggd HOCI at pll 5, 73% at
pIE 7, and only G345, at plIL 8o, AU vgltes below 5, the equilibrinm
becomes wnstalile due Lo the formation of Cly, w1l » at higher plf values
the coneentration of OCI=jgys beggmes appreciable. Althou it is clear
that allaline solutigyy offsodivgn lypochlorite even at pils above 10
are geemicidal (sce TablexSP AndgP¥Y, it is not yet certain what contribu-
tion the OCl-ion MAkYs.® In placlico this matters little becauso the
dynamic equilibrium ensures that HOCI is conti  ally replaced as it
is used up.

"These basic mechanisims are most casily represented in the case of solu-
tions of sodiwm hypochlorite, but they also apply to a range ©  organic
N-chloro compounds (p. 162) which have been developed m recent
years, and which are gevmicidal in solution, hydrolysing in varying
degree to HOCI. There are also several examples of improved activity
in halogen mixtures in which hypobrome . acid and hypoiodous acid
play a part; this is thonght to be due to the lower degree of ionization !
of these two hypohalous acids, leading to more of the germicidally®
active cntity. Forther, it has been found that N-halogen ovganic '
compotnds containing both bromine and chlorine may be superior to
those containing only bromine or chlorine (Paterson, 1963, Table X1V).

Hy pochlorous acid will liberate iodine from potassium iodide solution
and titration of the iodine so liberated with sodium thiosulphate affords
a rapid method for determining strengths of hypochlorite solutions
{p. 144).

Lialogen disinfectants tend to decomposo to varying estents, on
prolonged sturage, the extent depending on the storage conditions.

C. MALOGENS AS STERILIZING AGENTS

Compounds in this class form one of the few gr  ps of disinfectants
which can be called ster  zing agents in the strict sense that they will
kill the complete spectram of micrvorganisms. The reason for this is
that all forms of microorganism depend on protein  oth enzynatic and
strnetural fur continued life and that the halogens will oxidize and
veiet readily, rapidly and destruetively with prateins, The nueleie acids
are also putential targets for the halogens. In general, vegetative cells
are Killed vapidiy. Koox ef al. (148) have produced evidence to suuguest
(hat cuzymes containing S geoups arve especially sensitive Lugets for
ehlorine in the Incterial ecll.

Bringham (1133) studicd clectvon micrographs ol bacterin treated

- o




APPENDIX I

228 TEXTILE BLEACHING

Accelerated Oxidalion

Some peculiar elfects in the bleaching of coloured gouds have been
imvestigated between 1930 and 1940 with very interesting results.
It is common experience with many textile technologists that some
of the yellow vat dyvings on cotton and rayon pwduccd tendering
when exposed (o light under conditions_which were without effect
on the undyed m: llun 1l Schiolelield and Patel ([.S.1.C., 1929, 43,
175) fornd that with dyed material—certain vat yellows and oranges
- -treatiment with hypochlorite in presence of light brought about
tendering which did not oceur in the dark.  Derrett-Smith and
Nudder (J.T.1., 1932, 23, 293) investigated the action of hypo-
chlorite solutions over a wide range of pH values, on cotton dyed
with certain vat and nzoic dyes; yellow, orunge and red dyes were
aclive and tendered the cellulose, the greatest cffect taking place in
the neutral region. It was suggested by Scholeficld and Tuvner
(ibid., 1933, 24, 330D’} that in presence of light, these active dycs
can be rednced to their leuco forms, which, during oxidiation (by air
or uther oxidising agent) bring about a strong simultaneous oxidation
of the cellulose. Oxidations of this type are known to occur with a
varictv of organic compounds (Traube, Ber., 1881, 15, 0659, 2421,
243,, =383, 16, 123; Engleis ¢f al., sce Chem. Soc. Ann. Rep., 1924,
p. 109).

Tuwrner, Nubar and Scholefield (J.S.D.C., 1935, 51, 5) confirmed
this activatng effect of reduced vat dyes on cotton in hiypochlorite
solutions, and found that the effect depends to a large extent on the
cancentration of dye on the fibre. The increased ratn. of oxidation
of cellulose in sodium hypochlorite solution at pll 7 in presence of
leuco-vat dyes is so great that for the same fluidity a number of
secon'= is adequate in pree of the hours required in 2™ ~1cc of dye,
In grneaence of a third suewstance which is oxidised, cenmose is not
protected from oxidation but is attacked with increased vigour,
The suggested addition of oxalic acid to hypochlorite solutions in
IN77 (Gl 20g8) certainly produced Ma stronger bleaching effect”
and mixtures of dichromate-oxalic acid have been used (Clibbens and
Ridge, J'F.I., 1927, 48, 133) in recent times for the purposce of
forming oxyeelluluse, which is produced much more rapidly than
witlt dichronute-sulphuvic wcid.

Accelerated oxidation with hypochlorites has beci examined in
some detail by auilmann (Ber.. 1932, 63, 179) who shiowed that the
destiuction of certain read | xidisable dyes by hypochlorile is
mcreased by the addition of small proportions of hydrogen peroxide.,
It was alqo established that cellulose itself was attacked by the
aceelarated oxidation of the activated hypochlorite; other agents
capabile of acting as activators are anunonia, chloramine, acid amides

THIL HYPOCHLORITE PLEACIH 220

and amino-ucids. This is a departure from the usual opinion that
hypochlorous acid is the agent which is responsible for attack on
the fibre during uncontrolled bleaching, and is formed according to
the sclieine

< NaOgl -+ 1,0 =, §gOIL - HOLI

ol- , o e . .

0(’1‘ :»I- 1120 a—.OH" e l*!O(J.:
Actizdly, Kaulfmann found that *there whs 8hly slight attack on
cellulose by by pochlorous acid, alone.

A number «of <l>mtulh.um,ue.uhlv-I)h.ncllul by dilute sodium -

hypochlorite solntion Lusdhe Blntlmwﬂctmn is slower in presence
of NaOll; the addition of udloﬂcn pewxnk to hypachlorite solution
produces r.\plfl bleac hmz, Bbut with ammonia there is a certi . period
of nduction during which chloramine is [orined, similarly with urea,
when dichlorurea is furmed. Chumical compounds of very different
types can produce this effect, as for instance, dimethylglyoxime.
The presence of these activalors in hypochlorite bleach liquors may
produce tendering of the cellulose,

Kauoflimann is of thic opinion that in bleaching, two substances are
necessary, the oxidising agent and the activator; with hypochlorites
the oxidising agent is thc hypochloriw ion and the activator is hypo-
chlorous acid which should not excecd about 1 mg. per litre. Bleach
ligmors containing higher proportions of activators are injurious to
the cellulosc.

This effect is interpr
theory of chain-reactio
form hydroxyl ions i ...l
instance, the first stage is

11,0, - CI0- ——> HO, -+ CI- 4- OIf

'e basis of the Iaber-Willstitter
tivators being substances which
\With hydrogen peroxide, for

followed by
OM + Cl10- —=- CIO -+ OII-
This generates hiydroxyl jons:
ClO - GO~ - OlI- 0. -+ Ol
Tlie process continues until the hydvoxyl is used conpletely in
the reaction

——r 2 Cl= -}

OH - 1O, ——> H,0 -+ O,.
With neither catalyst nor activator, the following reaction oceurs:
HCIO 5- C10- ~~— C10 4- CI~ -} OIl.
The decomposition of hiypochlorite is a seccond order reaction and
caleulitions show that maximum activity takes place at pH 7 to 8.
It will be seen, thercfore, that o very considerable amount of
theoretical and practical evidence is available on aceelerated oxida-
tion and activated bleach liguors, as a result of which the bleaching
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GENERAL INFORMATION

General Properties

VIRKON S -~ the most advanced virucidal disinfectant in the world -
combining wide spectrum virucidal activity with excellent
bactericidal and fungicidal properties.

Patents have be applied for in the USA and Japan. Initial
patent granted the UK. Patent improvements filed.

VIRKON S is un:,__ in its composition. Its activity is based on
a synergised acid peroxygen system containing a high percentage
of surfactant. It can clean and sanitize in one operatiocn.

VIRKON S is cor.,.letely safe to use — non-tainting, non-corrosive,
non-toxic, free from residue problems as the biocidal system is
totally inorganic.

VIRKON S can b applied as an aerial spray - without discomfort to
people or animais present — can be used in manual cleaning
operations or applied using pressure cleaning equipment.

VIRKON S has been widely tested by the Central Veterinary
Laboratory, Weybridge and the Animal Virus Research Institute,
Pirbright - as a virucide ~ and activity confirmed against all
virus families screened - affecting all species - avian, large
animals, humans. It inactivates the most resistant viruses.

VIRKON S has been tested by Chester Beatty Cancer Research and »
proved effective against the Aids virus.

Extensive teste with various species of livestock have been
carried out at Cambridge University by Dr D W B Sainsbury proving
the safety and efficacy of the product.

Biological and Chemical Reactions

L]
o908 asee

(A XN R X3

The wide spectrum biocidal activity of VIRKON S is cdntfibuted

by Potassium Monopersulphate a powerful oxidising a&eﬂt e, .

The exact nature of its biological activity is not demewn.
It may promote oxidisation of cellular material by acting on :-:-
the lipo protein cytoplasmic membrane and disrupting the osmat;g
barrier. The exact role of the simplet oxygen is not knowl.l..°
The nature of the chemical reaction of VIRKON S cannot be

precisely stated.

The reaction is complex and the probable chain reaction of
VIRKON S is as follows:
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DATA REQUIRFMENT

LIST. FOR THE G\’f" SUBMISSION ME'IT_&F SUPPORT

T | EE
PIODUCT NAME: VirKon S :

EPA REG.NO/FILE SYMBOL 3.
1/8-QEOR

5

I*.PPLfCI\NT“S NAME AND ADDRESS
A. H. Robins Canpanv, Inc.

1405 Cunmings Drive

P. O. Box 26609

Richmond, VA_23261-6600

L L R e N P v P s DT - S pm——

APPLICATION FOR
REGISTRATION DATED

3/ 2%/ 89

Mo. Day Yr.

FORMULATOR'S FXFMPTION SELECTED

YES NO X

1

PAGE 2 of 3

7.

NAME OF ACTIVE INGREDIENT(S):

Potassium Monopersulfate; Sodium Chloride

T

-

10.

8. DATA RPIOUTREMENTS 9. SOURCE OF DATA SATISFYING RFOUTREMENT MRID WUMBER,
Ba. Bb. 9a. 9b, 9c. 9d. 9e. 9f. EPA ACCESSION
Requlation submitted| Date Submitted |Pennission |Public {MN.A. or |NUMBER OR CTHER
Part 158/ Name of Tes % Submitted|by another Lettar Liteva-|Waiver or|EPA IDENTIFYING
Guideline applicant person/“*-m| Encloscu | ture other NUMBER
Number (name) (Explain)
§158.20 PROMICT CHEMISTRY (Continued

63-8 Solubility N.A. 3

63-9 Vapor pressure N.A.

63~10 Dissociation constant N.A.

Octanol/water partition

63-11 coefficient N.A.

63-12 pH 3/15/89 =

63-13 Stability N.A

63-14 Oxidizing/reducing reaction | /9200

>redros

63-15 Flammability N.A. |

63-16 Explodability 3/25/89

63-17 Storage stability 3/25/89

63-18 Viscosity N.A.

—
63-19 Miscibility N.A.
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DATA RPOUTREMENT L.NG FOR THE !‘.R SURMISSTON r-L.lop SUPPORT .

1. . i2. EPA REG.NO/FILE SYMBOL|3. 4,

PRONUCT NAME:  VirKon § [ 778-0® OR. FORMULATOR'S EXEMPTION SELECTED PAGE 3 of 3
9 [ yis X NO

APPLICANT'S NAME AND ADDRESS 6. APPLICATION FOR

REGISTRATION DATED 7.
3/25/89

Mo. Day Yr.

A. H._Robins Company, Inc. NAME OF ACTIVE INGREDIENT(S):
1405 Cwrinings Drive

P. 0. Box 26609

Potassium Monopersulfate;Sodium Chloride

Richmond, VA 23261-6609
‘ 10.

8. DATA REQUIREMENTS 9. SOURCE OF DATA SATISFYING REQUIREMENT MRID NUMBER,
8a. 8h. 9a. 9b. 9c. 9d. Ye, 9f, EPrA ACCESSION
Regulation Sulmitted| Date Submitted |Permission [Public |[N.A. or |NUMBER OR OTHER
Part 158/ Name of Test by Submitted|by another Letter Litera-|Waiver or|EPA IDENTIFYING
Guideline Applicant person/firm| Enclosed Jture oth~v NUMBER
Number (nama) (Explain)
§158.20 PRODUCT CHEMISTRY (continued

63-20 Corrosion characteristics 3/25/89

63-21 | ielectric breakdown voltage N.A.
§158.135 TOXICOIOGY

81-1 Acute oral ID-50, rat 3/25/89

81-2 Acute dermal LD-50 3/25/89

81-3 Acute inhalation 1C-50, rat 3/25/89

Primary eye irritation,

81-4 rabbit 3/25/89 -

81-5 Primary deammal irritation 3/25/89 o

81-6 Dermal sensitization 3/25/89 '
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